
Human Research Protection Program Accreditation:  
An NIH IRP Update 
Where are we now? 

What’s next? 
What tools are available to help prepare? 

 
Clinical Trials Seminar Series 

9-25-2013 

 



AAHRPP Accreditation Update: 

  

Objectives: 

• Discuss the benefits for accrediting a Human 
Research Protections Program (HRPP). 

• Describe the HRPP accreditation application 
process. 

• Discuss the current and future status of the NIH’s 
application. 

• Describe the OHSRP resources available for staff. 
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AAHRPP Accreditation Update: 

Objectives: 

• Discuss the benefits for accrediting a Human 
Research Protections Program (HRPP). 
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What is the NIH HRPP? 

The NIH HRPP is a program that establishes 
policies and procedures, responsibilities and 
training requirements to protect the welfare 
of human subjects who participate in 
research conducted or supported by the 
Intramural Research Program of the National 
Institutes of Health (NIH).  
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Which NIH officials lead the NIH HRPP? 

The Institutional Official:  Michael Gottesman, MD,  
Deputy Director of NIH for Intramural Research (DDIR) 
  

Steve Holland, MD,  
 Deputy Director for Intramural Clinical Research (DDICR)  
 
Lynnette Nieman, MD, Director,  
 Office of Human Subjects Research Protections (OHSRP) 
 
Charlotte Holden, JD, Deputy Director 
 Office of Human Subjects Research Protections (OHSRP) 
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What is AAHRPP? 

The Association for the Accreditation of 
Human Research Protection Programs, 
(AAHRPP) promotes high-quality 
research through an accreditation 
process that helps organizations 
worldwide strengthen their human 
research protection programs (HRPPs).  
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Why is NIH pursuing accreditation?  

• To undergo a comprehensive self-evaluation 
to ensure that NIH follows federal regulations 
and local policies in a uniform way 

• To set policies in writing if they do not exist 

• To streamline processes 

• To harmonize IRB and IC processes and 
policies 

• To identify and disseminate best practices 

7 



Accreditation process 

Objectives: 

• Discuss the benefits for accrediting a Human 
Research Protections Program (HRPP). 

• Describe the HRPP accreditation application 
process. 
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AAHRPP Expectations 

• Protecting the rights and welfare of research 
participants must be an Organization's first 
priority. An Organization should promote a 
research environment where ethical, productive 
investigation is valued.  

• Striving to exceed the federal requirements and 
continually seeking new safeguards for protecting 
research participants while advancing scientific 
progress must be integrated into an Organization’s 
mission.   
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AAHRPP Expectations 

• Protecting research participants is the responsibility 
of everyone within an Organization and is not limited 
to the Institutional Review Board (IRB).  Accreditation 
examines whether the policies and procedures of the 
Organization as a whole result in a coherent, 
effective system to protect research participants and 
that all individuals know their roles and 
responsibilities.  
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AAHRPP Accreditation Process 

• Step 1 Application:  July 19, 2013 (1730 pages!)  

• AAHRPP response:  August 29, 2013 

• Respond to AAHRPP questions (22 pgs)-underway now 

• Step 2 Application: September 2013 

• Site visit Prep: October/November 2013 

• Site visit:  December 2013? 

• Debriefing and written comments for response 

• Review at AAHRPP Council in March 

• Decision 
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AAHRPP Accreditation Process 

AAHRPP defines 3 domains of responsibility:  

•  Domain I: The Organization 

• Domain II: The IRB 

• Domain III: The Researcher and Research Staff 
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Domain I:  The Organization 

• HRPP in place, has sufficient resources,  

    applied to transnational research 

• Organization responds to concerns of research 
participants 

• Organization has a QA/QI program within HRPP 

• Organization has financial COI policies 

• Organization follows FDA regulations 

• Organization works with sponsors to apply HRPP 
principles to all participants 
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Domain II:  The IRB 

• The IRB structure is appropriate to the 
type of research and follows regulations 

• Scientific review and provisions for PI COI 
are present 

• The IRB reviews non-exempt protocols to 
protect subjects according to regulations 

• The IRB provides additional protections for 
vulnerable populations 

• The IRB documents its determinations 
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Domain III:  Researcher and Research Staff 

• Research Staff adhere to ethical principles and 
standards appropriate for their discipline.  

• Research Staff have the protection of the rights and 
welfare of research participants as a primary concern. 

• Researchers and Research Staff meet requirements for 
conducting research with participants and comply with 
all applicable laws, regulations, codes, and guidance; 
the Organization’s policies and procedures for 
protecting research participants; and the IRB’s or EC’s 
determinations. 

• Training and oversight are appropriate 
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AAHRPP Accreditation Process 

Objectives: 

• Discuss the benefits for accrediting a Human 
Research Protections Program (HRPP). 

• Describe the HRPP accreditation application 
process. 

• Discuss the current and future status of the 
NIH’s application. 
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AAHRPP Accreditation Process 
What is next? 

• NIH submits a Step 2 application & site visit is scheduled 
• NIH prepares for the site visit (education and training) 
• AAHRPP site visitors review the application and 
 conduct on-site evaluation 
• AAHRPP provides a Draft Site Visit Report to NIH 
• NIH has the opportunity to respond in writing to AAHRPP  
• The site visit team leader reviews NIH’s response/writes an 

evaluation 
• The Council on Accreditation reviews the Draft Site Visit 

Report, NIH’s response, and the evaluation of the response  
• The Council then makes a determination regarding 

accreditation  
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AAHRPP Accreditation Process 
What is next? 

• NIH submits a Step 2 application & site visit is 
scheduled.  

• NIH prepares for the site visit (education and 
training) 

 About 60 days before visit, OHSRP will receive 
list of persons to be interviewed (mandatory) 

 Interviewees include NIH leadership, Principal 
Investigators, IRB chairs, members and 
administrators, and research staff 

 OHSRP/HRP consultants will prepare these 
people 
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AAHRPP Accreditation Process 
What is next? 

• NIH submits a Step 2 application & the site visit is 
scheduled.  

  Step 2 application includes: 

 updated SOP’s  

 list of active protocols  

 list of Key Personnel  

From these lists AAHRPP will choose personnel to interview and 
will provide a list of ~100 protocols to be pulled for review during 
the site visit (Electronic version? Paper?) 
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AAHRPP Accreditation Process 
What is next? 

20 

• NIH prepares for the site visit (education and 
training) 

  Education and training 

Required training 
Just in time training 
Refresher training every three (3) years 
Training/education in SOPs 

– Unanticipated problems 
– Principal Investigator responsibilities 
– Informed consent 
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Just in time training (JIT) 
JIT courses: Required if conducting research involving 
these subject areas (otherwise optional).  IRBs or PIs 
may require investigators or research staff to complete 
these courses.  

• Biomedical- Vulnerable Subjects - Research with Children 
• Biomedical- Vulnerable Subjects- Research with Pregnant  

  Women, Human Fetuses or Neonates 
• Biomedical- Vulnerable Subjects- Research with Prisoners 
• Biomedical- Vulnerable Subjects- Workers/Employees 
• Genetic Research in Human Populations 
• Stem Cell Research Oversight 
• NIAID GCP course 
• CITI GCP modules 
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Required Training for NIH Investigators 

The courses can be accessed by the following steps: 

Visit the Office of Human Subjects Research Protections 
website at http://ohsr.od.nih.gov/   

1:  Proceed to Human Research Protection Program (NIH 
login) under NIH Intramural Research Resources 

2:  Scroll down first column to Required HRPP Training 

3:  Determine type of research or role type  

4:  Review instructions on required/optional courses 

5:  Click desired training 

For questions, contact Chris Brentin, OHSRP 301.402.3444 
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NIH SOPs by Number and Content Area 
 Administration of the NIH HRPP 

  Introduction to the NIH Human Research Protection Program (HRPP) 

1 The NIH IRB System 

2 IRB Membership & Structure 

3 Management & Administrative Operations of the IRB 

4 HRPP Documentation and Records 

26 Evaluation of NIH IRB Chairs, Vice Chairs and Members, IRB Activities and IRB Staff 

27 HRPP Checklists and Review Tools 
  

Responsibilities and Training in HRPP 

25 Training Requirements for the NIH HRPP 

19 Investigator Responsibilities 
  

Types of Research Activities and Requirements for Review 

5 Research Activities with Human Specimens and Data  

6 Research Activities Exempt from IRB Review 

20 NIH HRPP Requirements for Collaborative Research 

20A Obtaining a Reliance Agreement at the NIH 

20B NIH Responsibilities When Reviewing Local Context Considerations for Off-Site Research 

20C Responsibilities When the NIH Intramural Research Program Serves as a Coordinating Center 

for a Multi-Site Trial 

20D Collaborations Involving Non-NIH Employees Working on NIH Protocols 
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Non-NIH Investigator Training 

The Principal Investigator is responsible for assuring that 

all investigators are qualified by education, training, and 

experience needed to perform their delegated roles in 

conduct of the study (SOP 19) 

• Required training for associate investigators or 

Adjunct Principal Investigators who are not NIH 

employees or contractors is not provided by the 

Division of Intramural Research.   

• Non-NIH investigators must self-certify in writing 
that they have taken training required by their 
institution.   
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Non-NIH Investigator Training 
If no training is required of a non-NIH investigator by their 
institution.  (e.g. a physician in practice), he or she must provide 
evidence of training.   
 
• One possible option is a free, open-access course “Protecting 

Human Research Participants” offered by the NIH Office of 
Extramural Research, at: 
http://phrp.nihtraining.com/users/login.php  
 

• NIAAD GCP online training is also free and can be accessed at 
https://gcplearningcenter.niaid.nih.gov/Pages/default.aspx 
 

• Alternatively, investigators can use other publically available 
sources (e.g. CITI) for a fee.  

 

35 

http://phrp.nihtraining.com/users/login.php


 

36 



 

37 



AAHRPP Accreditation Process 
What is next? 

• NIH submits a Step 2 application & site visit is 
scheduled.  

• NIH prepares for the site visit (education and 
training) 

• AAHRPP site visitors review the application and 
conduct on-site evaluation. 
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The Site Visit 

• The site visit will last at least 5 days and will 
include visits at Bethesda, Baltimore and 
NIEHS campuses 

• Interviewees include NIH leadership, Principal 
Investigators, IRB chairs, members and 
administrators, and research staff  

    (in groups of 3-4) 
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The Site Visit 

• AAHRPP will review the previously pulled 
protocols during the site 

• Site visitors be permitted to enter the 
facilities and have access to relevant 
records, policies, procedures, minutes, 
audits, sample protocols, consent 
documents, and other materials  
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AAHRPP Accreditation Process 
What is next? 

• NIH submits a Step 2 application & site visit is scheduled.  

• NIH prepares for the site visit (education and training) 

• AAHRPP site visitors review the application and 

 conduct on-site evaluation. 

• AAHRPP provides Draft Site Visit Report to NIH 

 AAHRPP provides a Draft Site Visit Report to the 
Organization shortly after the site visit and no later 
than 30 days after the completion of the site  
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AAHRPP Accreditation Process 
What is next? 

• NIH submits a Step 2 application & site visit is scheduled.  
• NIH prepares for the site visit (education and training) 
• AAHRPP site visitors review the application and 
 conduct on-site evaluation. 
• AAHRPP provides a Draft Site Visit Report to NIH 

• NIH has the opportunity to respond in writing 
to AAHRPP  

Within 30 days of the Draft Report, NIH may 
respond in writing to AAHRPP to identify errors of 
fact, to describe corrective actions it has taken in 
response to areas of concerns identified by the site 
visitors, and to report any changes it has made to 
its HRPP since the site visit.  
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AAHRPP Accreditation Process 
What is next? 

• NIH submits a Step 2 application & site visit is scheduled.  

• NIH prepares for the site visit (education and training) 

• AAHRPP site visitors review the application and 

 conduct on-site evaluation. 

• AAHRPP provides a Draft Site Visit Report to NIH 

• NIH has the opportunity to respond in writing to AAHRPP  

• The site visit team leader reviews NIH’s 
response/writes an evaluation 

• The Council on Accreditation reviews the Draft 
Site Visit Report, NIH’s response, and the 
evaluation of the response.  
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AAHRPP Accreditation Process 
What is next?  

• NIH submits a Step 2 application & site visit is scheduled.  
• NIH prepares for the site visit (education and training) 
• AAHRPP site visitors review the application and 
      conduct on-site evaluation. 
• AAHRPP provides a Draft Site Visit Report to NIH 
• NIH has the opportunity to respond in writing to AAHRPP  
• The site visit team leader reviews NIH’s response/writes an 

evaluation. 
• The Council on Accreditation reviews the Draft Site Visit 

Report, NIH’s response, and the evaluation of the response.  

• The Council then makes a determination 
regarding accreditation.  

     Full Accreditation for new applicants: for three years  
     Full Accreditation for renewing applicants: for five years 
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• SOP 16 - Reporting Requirements for Unanticipated Problems, Adverse Events and Protocol Deviations: 
http://citfm.cit.nih.gov/ohsr/nih/ohrdocs/SOP%2016-%20FINAL%20v1%206-11-13.pdf  

• SOP 16A - Allegations of Non-compliance with Requirements of the NIH Human Research Protection 
Program (HRPP): http://citfm.cit.nih.gov/ohsr/nih/ohrdocs/SOP%2016A%20Final%20v1%206-11-
2013.pdf  

• The NIH Problem Report form located on the OHSRP website under “Policies and Procedures”: 
http://citfm.cit.nih.gov/ohsr/nih/ohrdocs/NIH%20Problem%20Report%20Form%20Fillable%20%20DDIR
%20v1%206-11-13%20508.pdf  

• OHRP Guidance: Reviewing and Reporting Unanticipated Problems Involving Risks to Subjects or Others 
and Adverse Events: OHRP Guidance (2007): http://www.hhs.gov/ohrp/policy/investigators/index.html 

• FDA Guidance for Industry and Investigators- Safety Reporting Requirements for INDs and BA/BE 
Studies- (December 2012): 
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM22
7351.pdf 

• Medical Administrative Series (MAS) Policy M93-1- Research Involving Human Subjects at the Clinical 
Center: Structure and Process http://internal.cc.nih.gov/policies/PDF/M93-1.pdf 

 

 

 

This Presentation is Not All-inclusive: We Recommend 
Review of These Resources 
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Thanks! 

 

OHSRP 301-402-3444 

http://ohsr.od.nih.gov/   

http://ohsr.od.nih.gov/

